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Clatas 1.6 have been canceled. 

„ M Snpponfoc-oknn, 7 mt+m * » 

i ^<«liW**'«'***' , '* ,,, t 1 ''' 11 
fa pamcnlar, line. Support to n- data U « be W lta«*m to 
^lfic a <i m .IKcrdia.*pog.3.nn.«3l-3'- NnnewmaK**!**. 

.Objections 

Cto arc rejected und* 35 1J.S.C. 112, tat paraph for lack of Element 

The allege, that It is nut clear what Applicant, u«rf in the VOCCine Potion nor 

*o contend, thai aherc doc, not appear u, b= support or enable lor a vaccine c— B 

un^oncdeimatophy^r.ve^m. The Examiner 0130 points out that Applicants W 

^pa^on does not recite a carrier or adjuvant and contends that according to Guddrng «f CO 

Can VAS.V^m^™*'^**'^*'^ 1 ^** > 



immune 



system and that the cellular branch i3 crucial far protection. ;g 

A^cantsrespectfaUy disagree. Applicants point out that claims 1-6 have been canceled. j£ 
New claim 7 (and claims 8-17 dependent thereon) are directed to a dermatomycos-s vaccine J- 
comprising inactivated dermatophytes, wherein the inactivated dermatophytes consist of m 
TrMnnhvtor, ve r rucosis Strain No. VKPGF-931/410 (accession No. DSM 7277), ^ 
Trici^mummsrs^ Strain No. VKPGF-930/1Q32 (accession No. DSM 7279), 
r, ^, ^kistvi i Strain No. VKPOP-551/68 (OCcessionNo. DSM 7278), and oneor 
^tn.-iv^H.nnaton hvtes selected fix,* the group confil 8 tin B of Trichoplxyton equlmm 
Strain No. VKPGF-92973K1 (accessionNo, DSM 7276), Microspore canis Strain No. 
VKPGF-928/1393 (accession No. DSM 7281), Mkrosporum canis var. obesum Strain No. 
VKPGF-727/1311 (accession No. USM7280), Mlcrosporum canis v«r. distomm StraiuNo. 
VKPGF-728/120 (accession No. DSM 7275), and Micrusporum gypseum Strain No. VKPGF 
72y/i9 (ncoeseionNo. DSM 7?74). 
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claimed vaccines, 

Example 1 dxsenbes taking 125 ml of cachculturc of ihe eight strains ^ 

vaccine (page 18, lines 16-30). A^*^ 

^n^tio^ ofjh^i^" fr-P 18. Hnes 23-24), 

combination of four ormnrc strains as recited in claims 7-17. 

Further the specification describes immunizing the animals using the vaccine prepared in 
E ™le 1 to determine dosage to he gl vcn and the method of Ministration for prevents 
and*— (page 18, line 33 and Table 8); the effectives of the vaccine in prevent^ 
disease (Example 2, page 21 , and Table V); and the effectiveness of the vaccine in treating 
infected animals (Example 3. page 21 and Tabic 10). 

b addition. Applicants submit that the immunogenic response produced by taxation of 
au animal with a vaccine comprising a single inactivated strain, as described in Tables 1-7. 
establishes (results in) immunity to tliai strain. 

Applicants rc*peethilly direct the Bxamker's attention to the Declaration of Dr. Igor 
Polyakov under 37 (11? Jl §1.132 ("the Declaration"). As stated in paraph 5 of the 
Declaration, the vaccines of the present invention which are described in the Declaration were 
prepared essentially acceding to the method disclosed inthe instant application. The minor, 
insubstantial differences between the method for preparing die vaccines disclosed in the 
abovc-identified application and the methods described in the Declaration are described in 
paragraph 6 of the Declaration. As is stated in paragraph 6 and demonstrated in paragraph 7 
of the Declaration, such minor differences had no significant effect on the properties of the 
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vacci^ 1*1**, all of dre challenge experiments were performed in 0* absence of 
adjuvants (paragraph 5). 

Applies ^n+Bn^^**^™^**^ 

Toretoproducttonande^^ 

stnuns described, 

The experiments and results .paragraphs 8-12 correspond to new chums 8, 11, 9, 10 and 14, 
actively. Production and efficacy of dermatomycosi* vacdnes comprising a smgle 
^al strain is described in paragraph 13 of the Declaration; result, of these expenments are 
presented in Table 1. Example 7. 

Applicants submit that as the nature of Ore invention is in the fields of immunology, atomal 

ait w ,u.d easily be able u, «* the directions in the sped fication to combine dr. »» 
Pongal strains described to make and nse the vaectoes according to the invention. 

Thus, Applicants submit that from the leaching* of specification and the experiment* and 
results described in the Declaration, the vaccines according to the Invention are described to 
such a way as to enable one ski lied in the art to make and/or U8C the Invention. Applicants 
further submit that such activity results would have been both surprising and unexpected to 
one of ordinary skill to the ait 

In light of the above amendments and remarks, it is submitted that 0* rejections based on 
Section 1 12, first paragraph for lack of enablement have been overcome. 

l^inbla Paten* *™ Rejection 
Claims 1-6 are provisionally rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1 and 2of co-pending Application No. 
10/085,703. 
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„ .w thiv Section be addressed when the claims are found to 
Applicants respectfully request that th* rejection De aaore> 

be Iwable a* the object matter of the to may be amended duru* prosecute 

1ft2Reieetiflnl 
Paragraph 7 of the Office Action 

Claim 1 is i^d under 35 U.S.C. § 107(h) as being anticipated by Wawtzkiewicz * al, 
1991 M ed.Weter.,47 C 7):317-320rW a wrz k ie W iczcr^'-). The Examiner allege that 
Wavrczkiewicz « al disclose an inactivated vaccine against trichophytosis and that the 
vaccine comprises inactivated 7: verrucosum. 

I»™„ P .cfccOt*0^ 

de^phv*^^^ 

N o.DSM7277),7r^--^^^ 

DSM 7279), TrUj^hm^i^i StrainNn. VU'GF-551/68 (accession No. DSM 7278), 

^ .w,;^ dermatophyte* -elected from the eroup consist of 

IVchoptvm Strain No. VKPGF-929/381 (action No. DSM 7276), Mtcroxporum 

ccaus StramNo. VKPGF-928/1393 (accession No. DSM 7281 ), Microspores vor. 
obvum StrainNo. VKPGF-727/1311 (accession No. DSM 7280), MtcrOSporum «■* 
disiortum Strain No. VKPGF-728/120 (accession^. DSM 7275), and Microspore 
gypum Strain No. VKPGF-729/59 (accession No. DSM 7274). 

•Ihus, this rejection under section 1 02 has been overcome and must be withdrawn. 

Paragraph 8 of the Office Action 

Claim 1 is rejected under 35 U.S.C. § 102(e) OS being anticipated by U.S. Patent No. 
5,277,904 by Pier ("the "904 Patent"). 
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* complete contra*, the vaccines of the invention - ^ **** <*"I"** inactivated 
DSM 7279), H*atottB*tati Strain No. VKPGF-551/68 (accctttonNo. DSM 727K), 

a^n from th < ^ 001,8,311118 ° f 

canis Strain No. VKPGF-928/1393 (accessionNo. DSM 7281), J*™*"*- emu var. 

KtrninNo. VKPOF-727/131 1 (accessionNo. DSM 7280). Mlcrosponw cana v«r. 
AM- Strain No. VKPOF-728/120 (accession^. DSM 7275), end Microspore 
gypseiun Strain No. VKPGF-729/59 (accession No. DSM 7274). 

this rejection under section 102 has been overcome and must be withdrawn. 

Paragraph 9 of the Office Action 

Claims 1.3 and 4 are reeled nnder 35U.S.C. §l02(e) as being anticipated by U.S. Patent 
5 453 273 by Wcmer « at. ("the '273 Patent U.S. Patent 6,1 32,733 by Wemer « A ("** 
733 Patent"), I J.S. Patent 6.428,789 by Strobcl et d. One '789 Patent") or U.S. Patent 
6.723,328 by Strobel etal. ("the '328 Patent"). 

AccordfcR to the Examiner, the '328 Patent disclose, a ringworm vaccine comprising 
iMCtivartfJbnmd^ Tlienxairnner 
further states that me '328 Patent discloses a list of dermatophytes and me hosts that they 
intcct 

Applies respectfully submit that [he '32B Patent describes and claims a method of 
producing a ringworm vaccina comprising growing at least one dermatophyte selected from 
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die group consisting of M canis. M- gypsum and T. mentagrophyles. Further, the '328 Patent 
mere l y provides a list of dermatophytes which in no way enables vaccine* enmpratng 

combination with M. gypsum wd/nr 7! mentagroptytes. 

Applicants raspectfully submitthatth* '789 Patent describe* *dcW«. a merWof 
^serine a ring*™ vaccine comprising M canis alone ox in -"on with * 
gun.™* and/or f. HMMvnv^ Further, the W Patent merely provides a hat of 
«o P hytcs which in no way enables vaccine, ^^comb^ons^ then those 
describe inthcExamples, I,, cm**** alone nr in combination rid. tf ^ 
and/or T, mertagrophytos. 

Applicants respectfully submittnatthe '273 Patent andthe *733 Pa*ot describe and claim a 
ringworm vaccine comprising M. canis alone or in combination with M. gypsum and/or T. 
****** Further, the '7Kv Patent merely prov ides a list of dermatophytes which m no 
way enables vaccines comprising combinations other than those described in the Examples, 
uprising M. canto alone or in combination with U VP*** and/or T, mctVagrophytes. 

In complete contrast, the vaccines of die invention as presently claimed comprise inactivated 
dermatophytes consisting rtJOMmmmam StrainNo. VKPOF-931/410 (accession 
No. DSM WD, mmbmjmmromsi StrabNo. VKPGF-930/1032 (accession No. 
□SM 7279), TmBBbmJBrMsam Strain NO. VKPGF-55 1 M (accession No. DSM 7278), 
an H ™ P . ornwe inac tive n,x,„«fonhvte 5 selected from the group consisting of 
Trichophyton equinum StrainNo. VKPCF-929/381 (accessicnNo. DSM 7276), Microsporum 
euntw Stain No. VKPGF-928/1393 (accession No. DSM 7281), Mvroiporum ctmis vor. 
Obtsm Strain No. VKPGF-727/131 1 (accession No. DSM 7280). Mcrosponm canis vor. 
distortum Strain No. VKPGF-728/120 (accession No. DSM 7275). and Mcrosporum 
gypgeum StrainNo. VKPLil'-729/59 (accession No. DSM 7274). 

Ihus. this rejection under section 102 has been overcome and imwr. he withdrawn. 
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Portcmpb 10 of the Office Action 
Claim lis reeled under 35 U.S.C. §1 02(b) as being anticipated by U.S. PatentNo. 
4,368,191 bySarkisov^. (^cn9lPatent>rWolow*<^ 1983, Med. Wcter., 
39(7) 3H7-391 (Abstract only) ("Woloszyn et air). 

Adding to the EK^ 
mcnta&vphytts. 

Applicants reapply submit that the '191 Patent describes and claims a serine (and 

mrirt of W Udmriri preparing said vaccine) forthe prophylaxis and treatment of 

Uichophytoaiacompri.^r. ^agwkm- Ind^.tbc W se of the ronton 

^topimidcustramofTW^^^ 

harmless for human beings and animals. . (eoL 3, lines 63 66). 

in complete con*** the vaccines of the invention as presently claimed comprise inactivated 
dermatophytes ^rfJoMSUBM "train No. VKPGF-931/410 (accession 
No. DSM 7277), VKPGF-930/1032 (accession No. 

DSM 7279), UUttS«ltalM-lb VKPGF-551/68 (accessiopNo. DSM 7278), 
JDdm - .w,;^ dermatophyte* selected from (he group consisting of 

cam, StrainNo. VKPGF-928/1393 (accession No. DSM 7281), Mvospawn cams vat. 

StrainNo. VKPGF-727/1311 (accession No. DSM 7280), Microspore ranis var. 
disxortum StrainNo. VKTGF-728/1 20 (action No. DSM 7275), tm&Mcro*pun,m 
gypsetm StrainNo. VKPGF-729/59 (accession No. DSM 7274). 

Thus, this rejection wider section 1 U2 has been overcome ami must be withdrawn, 

In view of the above, the cited references cannot and do not anticipate the claims of the 
present invention, neither alone nor m combination, thus a rejection ba*ed on anticipation has 
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CONCLUSION 



RespecHiilLy submitted, 

fcJusOftK.Pocchi«ii 
Aitamey for Applied) 
Reg. No, 45,016 



Patent Department 
Boehringer Ingelheim Corp. 
900 Ridgcbxiry Road 
P.O. Box 368 
Ridgefidd,CT.'06S77 
Tel: (203)798-5648 
Fax: (203)798-4408 
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